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taken by the manufacturer will expedi-
tiously and effectively fulfill the man-
ufacturer’s obligation under § 1004.1 in 
a manner designed to encourage the 
public to respond to the proposal, the 
Secretary will send written notice of 
his approval of such plan to the manu-
facturer. Such approval may be condi-
tioned upon such additional terms as 
the Secretary deems necessary to pro-
tect the public health and safety. Any 
person who contests denial of a plan 
shall have an opportunity for a regu-
latory hearing before the Food and 
Drug Administration pursuant to part 
16 of this chapter. 

[38 FR 28629, Oct. 15, 1973, as amended at 41 
FR 48269, Nov. 2, 1976; 42 FR 15676, Mar. 22, 
1977] 
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Subpart A—General Provisions 

§ 1005.1 Applicability. 
(a) The provisions of §§ 1005.1 through 

1005.24 are applicable to electronic 
products which are subject to the 
standards prescribed under this sub-
chapter and are offered for importation 
into the United States. 

(b) Section 1005.25 is applicable to 
every manufacturer of electronic prod-
ucts offering an electronic product for 
importation into the United States. 

[38 FR 28630, Oct. 15, 1973, as amended at 45 
FR 81739, Dec. 12, 1980] 

§ 1005.2 Definitions. 
As used in this part: 
The term owner or consignee means 

the person who has the rights of a con-
signee under the provisions of sections 
483, 484, and 485 of the Tariff Act of 
1930, as amended (19 U.S.C. 1483, 1484, 
1485). 

§ 1005.3 Importation of noncomplying 
goods prohibited. 

The importation of any electronic 
product for which standards have been 
prescribed under section 534 of the Fed-
eral Food, Drug, and Cosmetic Act (the 
act) (21 U.S.C. 360kk) shall be refused 
admission into the United States un-
less there is affixed to such product a 
certification in the form of a label or 
tag in conformity with section 534(h) of 
the act (21 U.S.C. 360kk(h)). Merchan-
dise refused admission shall be de-
stroyed or exported under regulations 
prescribed by the Secretary of the 
Treasury unless a timely and adequate 
petition for permission to bring the 
product into compliance is filed and 
granted under §§ 1005.21 and 1005.22. 

[69 FR 11314, Mar. 10, 2004] 

Subpart B—Inspection and Testing 
§ 1005.10 Notice of sampling. 

When a sample of a product to be of-
fered for importation has been re-
quested by the Secretary, the District 
Director of Customs having jurisdic-
tion over the shipment shall, upon the 
arrival of the shipment, procure the 
sample and shall give to its owner or 
consignee prompt notice of the deliv-
ery or of the intention to deliver such 
sample to the Secretary. If the notice 
so requires, the owner or consignee will 
hold the shipment of which the sample 
is typical and not release such ship-
ment until he receives notice of the re-
sults of the tests of the sample from 
the Secretary, stating that the product 
is in compliance with the requirements 
of the Act. The District Director of 
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